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Food snd Drug Administration
Denver District Offke
Building 20- Denver Federal Center
P. O. BOX 25087
Denver, Colorsdo 80225
TELEPHONE: 303-236-3000

April 29, 1998

WARNING LETTER

!3JRTWED MAIL
OUESTED

Mr. William E. Younkes
President/CEO
McKinley Incorporated
165 South Union Street
Suite 800
Lakewood, Colorado 80228

Ref. # - DEN-98-11

Dear Mr. Younkes:

An inspection of your fm located at 4080 Youngfield Street, Wheat Ridge, Colorado was
conducted between November 14-25, 1997, by Investigators Elvin R. Smith and Thai T.
Duong. This inspection determined that your fm manufactures various electromechanical and
disposable ambulatory infusion pumps and associated tubing sets. These infitsion pumps are
devices as defined by Section 201(h) of the Federal Food, Drug and Cosmetic Act (the Act).

The above-stated inspection revealed that your devices are misbranded within the meaning of
section 502(t) of the Act in that your firm failed to submit information to the Food and Drug
Administration (FDA) as required by the Medical Device Reporting (MDR) regulation, as
specified in Title 21, Code of Federal Regulations, Part 803 (21 CFR Part 803). Specifically,
you failed to submit MDR malfunction reports to FDA after receiving information which
reasonably suggested that one of your commercially distributed devices had malfimctioned and
could cause or contribute to a death or serious injury if the malfimction recurred. An MDR
malfunction report is required for the following incidents identified in the above referenced
inspection as complaint numbers: ~ ~- x -x x F?’X=FFX3
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Written MDR reports for the above listed incidents should be submitted within 15 working
days of receipt of this letter. If these reports cannot be submitted within that time period, you
should provide this offke with a response which indicates when the reports will be submitted.
The MDR reports should reference this Warning Letter and be directed to:

Mrs. Victoria A. Schmid
Division of Surveillance Systems (HFZ-533)
Office of Surveillance and Biometrics
Food and Drug Administration
1350 Piccard Drive
Rockville, Maryland 20850

The above identification of violations is not intended to be an all-inclusive list of deficiencies at
your facility. It is your responsibility to assure adherence with each requirement of the
regulations, as well as other requirements of the Act. Continued distribution of violative
devices may result in regulatory action without further notice. These actions include, but are
not limited to seizure, injunction, and/or civil penalties,

Federal agencies are advised of the issuance of all warning letters regarding medical devices so
that they may take this information into account when considering the award of contracts.

You should noti~ this office in writing within 15 working days of receipt of this letter, of any
additional steps you have taken to correct the noted violations, including an explanation of each
step being taken to prevent the recurrence of similar violations. If corrective action cannot be
completed within 15 working days, state the reason for the delay and the time frame within
which the correction will be completed.

Your reply should be sent to the Food and Drug Administration, Denver District Offke,
Attention: Regim A. Barren, Compliance Officer. Please provide Ms. Barren with a copy of
each MDR report sent to Ms. Victoria Schmid.

Sincerely,

i

\.
District Director


